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§500.86

in accordance with §500.88(b). FDA will
calculate the LOD of the method from
data submitted by the sponsor under
§500.88. The LOD must be less than or
equal to R,.

(3) FDA will conclude that the provi-
sions of this subpart are satisfied when
no residue of the compound is detect-
able (that is, the marker residue is
below the LOD) using the approved reg-
ulatory method under the conditions of
use of the sponsored compound, includ-
ing any required preslaughter with-
drawal period or milk discard time.

[62 FR 49586, Dec. 31, 1987, as amended at 67
FR 78174, Dec. 23, 2002]

§500.86 Marker residue and target tis-
sue.

(a) For each edible tissue, the spon-
sor shall measure the depletion of the
residue of carcinogenic concern until
its concentration is at or below S,,.

(b) In one or more edible tissues, the
sponsor shall also measure the deple-
tion of one or more potential marker
residues until the concentration of the
residue of carcinogenic concern is at or
below S,.

(c) From these data, FDA will select
a target tissue and a marker residue
and designate the concentration of
marker residue (R,) that the regu-
latory method must be capable of
measuring in the target tissue. FDA
will select R, such that the absence of
the marker residue in the target tissue
above R, can be taken as confirmation
that the residue of carcinogenic con-
cern does not exceed S, in each of the
edible tissues and, therefore, that the
residue of carcinogenic concern in the
diet of people does not exceed S,.

(d) When a compound is to be used in
milk- or egg-producing animals, milk
or eggs must be the target tissue in ad-
dition to the tissue selected to monitor
for residues in the edible carcass.

(Approved by the Office of Management and
Budget under control number 0910-0228)

§500.88 Regulatory method.

(a) The sponsor shall submit for eval-
uation and validation a regulatory
method developed to monitor compli-
ance with FDA’s operational definition
of no residue.
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(b) The regulatory method must be
able to confirm the identity of the
marker residue in the target tissue at
a minimum concentration cor-
responding to the R,. FDA will deter-
mine the LOD from the submitted ana-
lytical method validation data.

(c) FDA will publish in the FEDERAL
REGISTER the complete regulatory
method for ascertaining the marker
residue in the target tissue in accord-
ance with the provisions of sections
409(c)(3)(A), 512(d)(1)(I), and 721(b)(5)(B)
of the act.

(Approved by the Office of Management and
Budget under control number 0910-0228)

[62 FR 49586, Dec. 31, 1987, as amended at 67
FR 78174, Dec. 23, 2002]

§500.90 Waiver of requirements.

In response to a petition or on the
Commissioner’s own initiative, the
Commissioner may waive, in whole or
in part, the requirements of this sub-
part except those provided under
§500.88. A petition for this waiver may
be filed by any person who would be ad-
versely affected by the application of
the requirements to a particular com-
pound. The petition shall explain and
document why the requirements from
which a waiver is requested are not
reasonably applicable to the com-
pound, and set forth clearly the rea-
sons why the alternative procedures
will provide the basis for concluding
that approval of the compound satisfies
the requirements of the anticancer pro-
visions of the act. If the Commissioner
determines that waiver of any of the
requirements of this subpart is appro-
priate, the Commissioner will state the
basis for that determination in the reg-
ulation approving marketing of the
sponsored compound.

(Approved by the Office of Management and
Budget under control number 0910-0228)

§500.92 Implementation.

(a) This subpart E applies to all new
animal drug applications, food additive
petitions, and color additive petitions
concerning any compound intended for
use in food-producing animals (includ-
ing supplemental applications and
amendments to petitions).
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(b) This subpart E also applies in the
following manner to compounds al-
ready approved:

(1) For those compounds that FDA
determines may induce cancer when in-
gested by man or animals, i.e., suspect
carcinogens, §§500.80(b), 500.82, and
500.90 apply.

(2) For those compounds that FDA
determines have been shown to induce
cancer when ingested by man or ani-
mals, §§500.82 through 500.90 apply.

Subpart F—Methods for Detection
of Residues of Carcinogenic
Compounds Used in Food-
Producing Animals

SOURCE: 76 FR 72618, Nov. 25, 2011, unless
otherwise noted.

§500.1410

(a) Standard for residues. No residues
of m-methyl-2-pyrrolidone may be
found in the uncooked edible tissues of
cattle as determined by a method enti-
tled ‘“‘Method of Analysis: N-methyl-2-
pyrrolidone,” September 26, 2011, Cen-
ter for Veterinary Medicine, Food and
Drug Administration, which is incor-
porated by reference with the approval
of the Director of the Federal Register
under 5 U.S.C. 522(a) and 1 CFR part 51.
You may obtain a copy of the method
from the Communications Staff (HFV-
12), Center for Veterinary Medicine,
Food and Drug Administration, 7519
Standish Pl., Rockville, MD 20855, 240-
276-9120; or go to http:/www.fda.gov/
AboutFDA/CentersOffices/OfficeofFoods/
CVM/CVMFOIAElectronicReadingRoom/
default.htm. You may inspect a copy at
the Division of Dockets Management
(HFA-305), Food and Drug Administra-
tion, 5630 Fishers Lane, Rm. 1061, Rock-
ville, MD 20852, (301) 827-6860, between 9
a.m. and 4 p.m., Monday through Fri-
day or at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call (202) 741-6030,
or go to: http://www.archives.gov/federal-
register/cfr/ibr-locations.html.

(b) Related conditions of use.
§§522.814 and 522.955 of this chapter.

[76 FR 72618, Nov. 25, 2011, as amended at 77
FR 9528, Feb. 17, 2012]

N-methyl-2-pyrrolidone.

See
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§501.1

PART 501—ANIMAL FOOD
LABELING

Subpart A—General Provisions

Sec.

501.1 Principal display panel of package
form animal food.

501.2 Information panel of package for ani-
mal food.

501.3 Identity labeling of animal food in
package form.

501.4 Animal food; designation of ingredi-
ents.

501.5 Animal food; name and place of busi-
ness of manufacturer, packer, or dis-
tributor.

501.8 Labeling of animal food with number
of servings.

501.15 Animal food; prominence of required
statements.

501.17 Animal food labeling warning state-
ments.

501.18 Misbranding of animal food.

Subpart B—Specific Animal Food Labeling
Requirements

501.22 Animal foods; labeling of spices,
flavorings, colorings, and chemical pre-
servatives.

Subparts C-E [Reserved]

Subpart F—Exemptions From Animal Food
Labeling Requirements

501.100 Animal food; exemptions from label-
ing.

501.103 Petitions requesting exemptions
from or special requirements for label
declaration of ingredients.

501.1056 Declaration of net quantity of con-
tents when exempt.

501.110 Animal feed labeling;
names for feed ingredients.

AUTHORITY: 156 U.S.C. 1453, 1454, 1455; 21
U.S.C. 321, 331, 342, 343, 348, 371.

SOURCE: 41 FR 38619, Sept. 10, 1976, unless
otherwise noted.

collective

Subpart A—General Provisions

§501.1 Principal display panel of pack-
age form animal food.

The term principal display panel as it
applies to food in package form and as
used in this part, means the part of a
label that is most likely to be dis-
played, presented, shown, or examined
under customary conditions of display
for retail sale. The principal display
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